Philip Morris, USA 
EHC JLI Menthol Short Term Study 
Proposed Timeline 


Study No. 


Draft advertising to Philip Morris 


Comments on advertising to PAREXEL 


Draft protocol to Philip Morris (draft 
circulated to RPS staff) 


Draft Informed Consent to Philip Morris 


Draft Protocol Comments and 
uestionnaire to PAREXEL 


Comments on Draft Informed Consent to 
PAREXEL 


Protocol finalized for submission to IRB 


Submit protocol, questionnaire, 
advertising, informed consent to IRB 


Draft Protocol and Informed Consent to 
Legal for Review 


IRB Submission 


IRB Review 


Final Budget Specification _ _ 


Finalize Master Services Agreement 
(MSA) 


Project Agreement (study execution) to 
Parexel 


Contact 


. Presi 
J Oe 


O, Pres ting 


EHCJLI/03/02 


Projected 

Date 


Finalize Project Agreement 




Legal Comments on Protoco I/Informed 

Consent Received _ 

Protocol Amendment to PAREXEL 


Data Management Plan finalized 


Start Screening Volunteers_ 


Accord Lighter Training 


Plowshare training 


Supply of Cigarettes 


ly of topography devices 


Start Enrollment* 1 SI Run 


End of Study — i sl Run 


Start of Enrollment — 2 nd Run 


End of Study - 2 n Run 


CRF hard copies to MDS 
Draft clinical report 


Final clinical report 



O- Prestin 


O. Prestin 


V. King/L. 
Carchman/C. 
Nelson 


V. King/L. 
Carchman/C. 
Nelson 


V. King/L. 
Carchman/C. 
Nelson 


J. Oc 


J. Oey/K. 
Osborne 


J. Oe 


O. Prestin 


O. Prestin 


M. Likness/C. 
Adams 


D. Newman 


M. Likness 


O. Prestin 


O. Prestin 


O Prestin 


O Prestin 


O. Presting 


07/0 S/02 


07/23/02 


07/11/02 


07/12/02 


07/18/02 

07/24/02 


07/26/02 


07/31/02 


08/01/02 


08/29/02 


Week of 08/19/02 


Week of 08/19/02 


09/04/02 


09/15/02 


09/16/02 


09 / 27/02 


10/25/02 


11/29/02 


12 / 20/02 


Actual 

Date 

06/24/02 


07/03/02 


06/14/02 


07/03/02 


07/03/02 


07/05/02 

07/08/02” 


07/08/02 


07/08/02 


07/08/02 


07/23/02 


07/11/02 


07/22/02 



07/18/02 


07/15/02 


07/25/02 




Information as of: 07/25/02 


PM3006788382 


Source: https://www.industrydocuments.ucsf.edu/docs/hjmx0001 















































































